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A new immunologic assay to determine C-peptide 
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derivatives thereof 
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DE 1999-19951684 A 19991027 
WO 2000-EP10482 W 20001025 
AB The invention relates to a process for detecting or detg. a 

C-peptide-contg, impurity in a sample of recombinant ly produced human 
insulin or a deriv. thereof, by a non-radioactive assay, comprising the 
steps: (a) prepg. a sample of recombinantly produced human insulin or a 
deriv. thereof; (b) mixing the samples with diln. buffer; (c) adding a 
tracer to mixt . (b) ; (d) adding antibody specif ic' for the C-peptide 
impurity to mixt. (c) ; (e) adding "C-peptide second antibody bead" having 
at least one label to mixt. (d) ; and (f) detecting or detg. the presence 
of the C-peptide-contg. impurity. 
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NUMBER OF CLAIMS: 2 9 
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NUMBER OF DRAWINGS: 2 Drawing Figure (s); 2 Drawing Page(s) 

LINE COUNT: 54 5 

AB A method for determining the quantity of an antibody in a sample, the 

method having the steps of: (1) providing a labelled antigen to the 
antibody; (2) contacting the labelled antigen with the sample in 
solution to form a labelled antigen-antibody complex; (3) providing an 
agent for precipitating the complex; (4) mixing the solution containing 
the labelled antigen-antibody complex with the precipitating agent to 
produce a precipitate and a supernatant; the supernatant containing 
labelled antigen and the precipitate containing the labelled 
antigen-antibody complex and uncomplexed labelled antigen; and (5) 
measuring the quantity of label in the precipitate or the supernatant in 
a manner substantially independent of the amount of uncomplexed labelled 
antigen in the precipitate. 
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1989:290457 
BA88: 15801 . 

PANCREATIC HORMONES ARE EXPRESSED ON THE SURFACES OF HUMAN 
AND RAT ISLET CELLS THROUGH EXOCYTOTIC SITES. 
LARSSON L-I; NIELSEN J H; HUTTON J C; MADSEN 0 D 
DEP. MOL. CELL BIOL., STATE SERUM INST., BUILD. 81, AMAGER 
BLVD. 80, DK-2300 COPENHAGEN S, DEN. 
EUR J CELL BIOL, (1989) 48 (1), 45-51. 
CODEN: EJCBDN. ISSN: 0171-9335. 
BA; OLD 
English 

Human and rat insulin cells show insulin immunoreactivity , and glucagon 
cells show glucagon immunoreactivity on their membrane surfaces, 
respectively'. The reaction occurs in the form of small dots on the islet 
cell surface and colocalizes with the chromogranin family of secretory 
granule markers. Electron microscopy reveals the labeling to occur at 
sites of exocytotic granule release, involving the surfaces of extruded 
granule cores. The surfaces of islet cells were labeled both by polyclonal 
and monoclonal antibodies, excluding that receptor-interacting, 
anti-idiotypic hormone antibodies were responsible for the 
staining. Human insulin cells were surface-labeled by monoclonal 
antibodies recognizing the mature secretory products, 
insulin and C-peptide but not with monoclonal 

antibodies specific for proinsulin. Thus, routing of unprocessed 

preproinsulin to the cell surface may not account for these 

results. It is concluded that the staining reflects interactions between 

the appropriate antibodies and exocytotic sites of hormone 

release . 
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C-peptide: An index of insulin secretion. 
Faber O.K.; Binder C. 

Medical Department, Horsholm Hospital, Copenhagen, Denmark 
Diabetes/Metabolism Reviews, (1986) 2/3-4 (331-345) . 
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1 course of insulin-dependent diabetes mellitus (IDDM) 
progressive, rapid, and profound loss of beta cell function in 
However, partial and even complete clinical remissions 



# 

demonstrate the regenerative capacity of beta cell function in some 
patients. Delineation of the insulin biosynthetic pathway from 
preproinsulin to proinsulin to insulin/C- 

peptide has provided the investigator with the means for following 

the natural history of IDDM. Since insulin and C- 

peptide are secreted in equimolar amounts by the beta cells, 

measurement of circulating C-peptide levels has provided an innovative way 

of evaluating beta cell function during insulin treatment of IDDM 

patients. Until the development of C-peptide assays, the evaluation of 

beta cell function has been hampered by the inability of insulin assays to 

discriminate between endogenous and exogenous insulin, as well as by the 

formation of insulin antibodies that interfere with the 

measurement of plasma insulin concentration by standard radioimmunoassay 
procedures. In this review we will discuss methodologic aspects of the 
C-peptide assay, together with the insight into the natural history of 
beta cell function in IDDM patients, that have been obtained using this 
assay. 




